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• Introduction/Notion de protocole électronique
• Avancées/Etat des connaissances
• Défis/limitations
• Présentation d’un outil: Open Study Builder
• Conclusion
• Questions



Introduction



Vue d’ensemble des ressources CDISC 
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From Paper to 
Electronic…



Avancées/
Etat des connaissances



Vulcan FHIR® Accelerator mets en relation CDISC, HL7, and ICH M11 dans un projet de 
numérisation d’échange des protocoles de recherche clinique

Collaboration/Partenaires



ICH - Clinical electronic Structured Harmonized 
Protocol (CeSHarP)



M11 Exemple

9

Template Specification

Technical Specification



Digital Study Design et USDM

Unified Study Definitions Model (USDM)
• Holds many aspects of the study design
• Facilitates interoperability between systems
• Schedule of Activities = digital backbone of the protocol
• Link Schedule of Activities to standard Concepts

• Support study design activities



Digital Data Flow (DDF)

Digital Data Flow Initiative will help modernize clinical 
trials by enabling a digital workflow with protocol 
digitization. This initiative establishes a foundation for a 
future state of automated & dynamic readiness that can 
transform the drug development process.
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Digital Data Flow (DDF)



Clé de voute d’un système «End to End »

Biomédical Concepts (BCs)



Défis



Connecter le design aux résultats

We need well defined Concepts:
• Standardize the meaning and semantics of data
• Regardless of data representation

Concepts will:
• Link to the Schedule of Activities
• Provide consistent implementation
• Facilitate automation
• Prevent AI from hallucinating



Harmonisation des Controlled Terminology

Mapping data from various formats often 
breaks down:
• The meaning and terminology do not match (e.g. 
eHR to SDTM)
• Mapping between common data models is only a 
part of the solution



Les Formats M11 et Transcelerate: à 
différente vitesse



Gestion des différentes versions de métadonnées 
de protocole



Historiquement les Medical Writter travaillent sur Word.

Résistances au changement, à l’utilisation d’outil plus complexe.

Adhésion de l’utilisateur

Différentes approches:

• Chalenge en interne: dev de nouveau outils

• VS connexion avec un outil existant (mais 
vieillissant)



Outils
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What is the key elements of OpenStudyBuilder
supporting protocol automation​

• Library module

• CDISC and sponsor terminology including sponsor 
preferred synonyms

• Biomedical Concepts named as Activity Concepts

• Syntax templates, to manage human readable 
structured protocol text

• Study module

• General Study attributes in scope for the protocol

• Study Design and SoA

• Objectives and Endpoints

• In- and Exclusion criteria
clinical MDR
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Schedule of Activities (SoA) at multiple levels

Protocol SoA

• For the high level SoA in 
protocol section 1.2

• Main purpose is for the 
investigator and site staff to 
get an overview of the 
operational schedule

Detailed SoA

• Specifying the semantic data 
observations to be collected 
in the study – but not specific 
to representation in ADaM, 
SDTM or data collection

• Will be part of protocol 
section 8 and appendixes or 
other supplementary 
documents

Operational SoA

• The data specification to 
support data collection 
specification

• Correspond to our existing 
legacy BCs (Topic Codes)

• Will also related to specific 
ADaM PARAM/PARAMCD

Data Capture / Collection 
Specification

• How data is to be collected in 
the study and when

• What is pre-set, what is 
collected and how
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The detailed SoA describe 
scheduling of the specific 

Activities and their grouping 
for the study

Each level in the Activity 
hierarchy can be selected for 
display in the “Protocol SoA”
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The “Protocol SoA” only 
displaying the selected 

activity level of detail as 
a preview 

Produce a copy of the 
SoA compatible with 

Word
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From Activity to CRF and Define…
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From Activities…
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Challenge: Manage the versionning of Metadata





Conclusion



Le M11 est en voie d’adoption par la FDA, l’Europe et le Japon?

Risque: 

Allons-nous vers un processus global contrôlé par les instances réglementaires….

Conclusion/Ouverture



Merci



Questions??
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